
Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
ApliOTM XG (v4.0) SSA-790A Ultrasound System

510@(k) Summary

submitter's~ ame: Toshiba America Medical Systems, Jnc. MAY i&26009
Address: PO Box 2068, 2441 Michelle Drive Tustin, CA 92781-2068
Conltact: Paul Biggins, Director Regulatory Affairs
Telephone No.: (714) 730-5000

Device Proprietary Name: APLIO XG MODEL SSA-790A Version 4.0
Common Name: Diagnostic Ultrasound System

Classification:
o IRegulatory Class: II
o Review Categoiry: Tier 11

o Ultrasonic Pulsed Doppler li-aging System - Product Code: 90-IYN
[Fed. Reg.No.: 892.1550]

o Ultrasonic Pulsed Echo Imaging Systemn - Product Code: 90-IYO
[Fed. Reg.No.: 892.1560]

o Diagnostic Ultrasonic Transducer -Product Code: 90-ITX
[Fed. Reg. No.: 892.1570]

Ildentification ofl Predicate D~evices-

Toshiba America Medical Systems believes that this device is substantially equivalent to:

o Toshiba Ultrasound Diagnostic System Aplio XG MODEL SSA-790A V3.0 -510(k)K1(082119

Device Description:
The Aplio XG v4.0 is a mobile system. This system is a Track 3 device that employs a wide array off
probes that include flat linear array, convex linear array, and sector array with a frequency range of
approximately 2 MHz to 12 MHz.

Intended Use:
The Aplio v4.0 is intended to be used for the following type of studies: fetal, abdominal,
intraoperative, pediatric, small organs, neonatal cephalic, adult cephalic, cardiac, transrectal,
transvaginal, transesophageal, peripheral vascular and musculo-skeletal (both conventional and
superficial).

Saffety Considerations:
This device is designed and manufactured in conjunction with the Quality System Regulation, IEC
60601-1 (applicable portions), IEC 60601-1-1 (applicable portion), IEC 60601-1-2 (applicable
portion), IEC 60601-1-4 (applicable portion), IEC6060 1-2-37 (applicable portions), IEC 62304
(applicable portion) and the AIUM-NEMA UD2 Output Measurement Standard as applied to Track 3
Ultrasound systems and the AIUM-NEMA UD3 Output Display Standard.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

M A Y 1 5 20 0 9- Rockville MD 20850

Toshiba America Medical Systems, Inc.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC

th1394 25 Street NW
'BUFFALO MN 55313

Re: K091295
Trade/Device Name: APLIO XG Diagnostic Ultrasound System, Model SSA-790A version 4.0
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: IYN, IYO, and ITX
Dated: May 1, 2009
Received: May 4, 2009

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This detennination of substantial equivalence applies to the following transducers intended for
use with the APLIO XG Diagnostic Ultrasound System, Model SSA-790A version 4.0, as
described in your premarket notification:.

Transducer Model Number

PST-25BT PVT-375MV PVT 661VT
PST-30BT PET-382BT PVT-681MV
PST-50AT PVT-382MV PVT-745BTV
PST-65AT PVT-575MV PVT-770RT

PVT-375BT PVT-674BT PLT-604AT



Page 2 - Mr. Job

PLT-704AT PLT-1202S PLT-1204MV
PLT-704SBT PLT-1204AT PET-5 10MB
PLT-705BTH PLT-1204BT PC-20M
PLT-705BTF PLT-1204AX PC-50M
PLT-805AT PLT- 1204BX

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain'
.other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda. -ov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(240) 276-3666.

Sincerely yours,

Janine M. Morris
Acting Director, Division of Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health.

Enclosure(s)



Toshiba America MedcialoSvstems. Inc. 510(k) Premarket Notification
ApIioTM XG (v4.0) SSA-790A Ultrasound System

System: Aphio XG v4.0 SSA-790A
Transducer:

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application 'Mode of Operation

Specific B M PWD~CWD: Color :Combineda THI ;Dynamic' Power CHI 4D Other i
(Tracks 3) 'Doppler (Specify) : Flow 2D I[Notel

.... ........ ........ .i .............. ...... ............[Ophthalmic

Fetal P P P P P 2 P P . P P P 5,7,8,9,10!

:Abdominal P P P P P 2.3 P· P P P P5,7, 8,9,10
Intra-operative (Abdominal) P · P P P 2 P P P P 4,5
ilntra-operative (Neuro) ·'

;Laparoscopic ."

Pediatric P P P P P 2.3 P P P P P i5,7,8.9,101
iSmall Organ (Note I) P P P P 2 P P P ' 4.5,679
:Neonatal Cephalic p p pp P 3 P P P P3
iAdultCephalic P P P 3 P P 3 p
{Trans-rectal P P . P P 2 }P P P P P 4,5,7~~~~~~~~~~~~~~~~~~~. ...... .. .... .... .... P. .4.57.
Trans-vaginal P P P P 2 .P P P P P 4,5,7
!Trans-urethral

.Muc l- k e a .... .. . ..... .-... .......... .................................................... .......!Trans-esoph. (non-Card.)-
jMusculo-skeletal ~ l ~ P P . ,,,,
'(Conventional)
MusculoPskeletal (Superficial) P P P P P 2 P P P 4,5,6,7,9

Intravascular

..Other (Specify)

:CardiacAdult P P P P P 3 P P P P 4
IC'ardiac~Pediatric; P P P P 3 P : P P 4
lIntravascular (Cardiac)
:Trans-esoph. (Cardiac) P P -P P P 3 P 4
,Intra-cardiac

'{Other (Specify) i
!Peripheral vessel

P P P P P 2 P P P P 4,5.6,7,9

Other (Specify) .. .

N = new indication: P = previously cleared by FDA: E = added under this appendix
Previous 5 10(k) of the transducer: K082119

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD, BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New) Osfi
Note 8 STIC
Note 9 3D color (New)- · Division of Reproductive, Abdominal and
Note I0 STIC Color (New) Radiological Devices
Prescription Use Only (Per 21 CRF801.,09) 510(k) Number - O 9-

B-I



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PST-25BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

~~~~~~~~~~~~... i''¥- X pt& i n. . . .. 'i' ' o 'paio ............ ... ...... ..... .... ...... .. ...... .... ....... . ........................................Clinical Application -Mode of Operation
Specific B M PWD!CWD: Color }Combined', THI ;Dynamic. Power CHI 4D Other

(Tracks 3) Doppler (Specify) Flow 2D INotel

Ophthalmic

'Fetal

;Abdominal P-;'P :P "P P 3 P P P P~~~~~~~~~~~~l; -''" ~" i....... ..... .
Intra-operative (Abdominal);

'Intra-operative (Neuro)

'Laparoscopic
~~~~~~~:....: ''. ..... .... . -.. ~ . .......... 5...... i.......'. . . i,PediatnicPP P P 3 P P P P

'Small Organ (Note 1)
NeonatalCephalic P P.... P P 3 P P P P"
jAdultCephalic ' P P P P ...3 *,.

[Trans-rectal
Trans:vaginal .~~~ ~ ~ ~ . ... ........ ,......
-Trans-urethral

'Trans esoph (non-Card.)

iMusculo-skeletal
.(Conventional)

;Musculo-skeletal (Superficial)

{Intravascular
!Other (Specify)

Cardiac Adult P P P P P 3 P P P P 4
Cardiac Pediatric ' P P P P P 3 P P P P 4I... _ _ - - ... - ........ .'......

Intravascular (Cardiac)
i-i-;:;o. c;-;i ;.............. ..... . . . . . .............iTrans-esoph. (Cardiac)

Intra-cardiac

iOther (Specify)
.Peripheral vessel

~~~~~~~~~~~~~~~~~~~~~~~~~~~~. .... .. .. .....Other (specif'y)

N new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/IMDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New) (Division
Note IO STIC Color (New) Division of Reproductive, Abdominal and
Prescription Use Only (Per 21 CRF80I.f109) Radiological Device;,

510(k) Number ]/-~o c9 I

B-2



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PST-30BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Specific B M PWD:CWD: Color .Combined' THI iDynamicJ Power CHI 3D Other

(Tracks 3) Doppler (Specify) Flow 2D . [Note!

Ophthalmic

'Fetal '
';Abdominal P P P P 3 P P P

ilntra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic
Pediatric P P P P P P P P P

iSmall Organ (Specify) (1)
!Neonatal Cephalic P P P P P P
AdultCephalic P P P P P 3 P P P P
1Trans-rectal
:Trans-vaginal

:Trans-urethral

Trans-esoph. (non-Card.)
'Musculo-skeletal
:(Conventional)

IMusculo-skeletal (Superficial)
Intravascular

:Other (Specify)

jCardiacAdult P P P P P 3 P P P P 4
:iCardiacPediatric P P P P P 3 Pi P P P 4

lIntravascular (Cardiac)
tTrans-esoph. (Cardiac)

., .... . .. ............ ...... ......
Intra-cardiac, ,

[Other (Specify ) . .....Pernpheral vessel

~~~~~~~~~~~~~~~~~~~~~~~~~~~~.. .... .... ......
Other (Specify)

N = new indication; P previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combinedmode includes B/M: B/PWD; BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDF: BDF/IMDF/PWD; 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New)
Note 10 STIC Color (New)

Division of Reproductive, Abdominal and
Prescription Use Only (Per 21 CRF801.109) Radiological Devices

510(k) Number _ 'xOclI 0 15

B-3



Toshiba America Medical Systems, inc. 5A 0(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PST-50AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ;Mode of Operation
Specific ! B M PWD.CWDi Color Combined THI Dynamic Power -CHI 3D Other

(Tracks 3) Doppler; (Specify) Flow 2D [ Notel

-Ophthalmic

[Fetal

Abdominal
[Intra-operative (Abdominal)

Intra-operative (Neuro)

iLaparoscopic
........ ............. . -

'Pediatric

'Small Organ (Note I)
Neonatal Cephalic P : P P P P 3 P

[Adult Cephalic

Trans-rectal
'Trans-vaginal

Trans-urethral
{Trans-esoph. (non-Card.)

IMusculo. skeletal
i(Conventional)
,Musculo-skeletal (Superficial)
"Intravascular

!Other (Specify)

'Cardiac Adult P P P P P 3 P 4
!Cardiac Pediatric P P P P P 3 P. 4
..Intravascular (Cardiac)

:L ..... ...... . .
Trans-esoph1 (Cardiac)

lintra-cardiac

]Other (Specify)
Peripheral vessel

.Other (Specify)

N new indication; P = previously cleared by FDA: E = added under this appendix
Previous 5 10(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF: BDF/MDF/PWD; 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New) (D/v"io If)
Note 10 STIC Color (New)

Division of Reproductive, Abdominal and
Prescription Use Only (Per 21 CRF801.109) Radiological Devices

510(k) Number _- q l cV<

B-4



Toshiba America Medical Sysqems. Inc. 510(k) Prernarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PST-65AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application :Mode of Operation :........ ...... .. .
Specific B M 'PWDCWDi Color Combined t TH[ :Dynamic! Power CHI 3D Other:

(Tracks 3) Doppler (Specify) Flow ! 2D I [ Notelq~~~~~~~~~~~~~~~~~
* .

' i................i-...

~Ophthalmic
.Fetal

Abdominal
lntra-operative (Abdominal)

Intra-operative (Neuro)
Laparoscopic

,Pediatric
i~~~ediatric . . : ................ v. : ................. :~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~. .... . .

Small Organ (Note I)
7NeonatalCephalic P P P P P 3 P , P P
iAdult Cephalic

,Trans-rectal

;Trans-'~aainal

;Trans-urethral
Trans-esoph. (non-Card.)

iMusculo-skeletal
i(Conventional)
Musculo-skeletal (Superficial)
Intravascular -

Other (Specify)
Cardiac Adult- P' P P- 3) P p -P p 4'-Crda- A'- i ....... . ) : " f .... P I 5 [)....-P"P ' - " ' 4
iCardiac Pediatric . P P P P P 3 P P P 4
lntravascular (Cardiac)

iTrans-esoph. (Cardiac)
'Intra-cardiac

!Other (Specify)
-Peripheral vessel

.Other (Specify)

N - new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: 1K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF: BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New) (Division
Note I0 STIC Color (New) Division of Reproductive, Abdominal and

Radiological Devices
Prescription Use Only (Per 21 CRF801.109) 510(k) Number C) ~ 1

B-5



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PVT-375BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

Specific B M PWDCWD Color ICombined; THI Dynamici Power CHI 3D Other
(Tracks 3) Doppler (Specify) Flow 2D INotel

iOphthalmic :
,Fetal P P' P P 2 P P P P 5,7
'Abdommal P P P P 2 P P P P 57 7..... ~ ... .. .. ... . . .....

; }ntra-operative (Abdominal)

intra-operative (Neuro)
'Laparoscopic

.Pediatric P P P P 2 P P P P 5..7I. __ ~~~~~~~~~ ___~~ ~ ~ . .......'.. ..... ... .
[Small Organ (Specify) (ii

;Neonatal Cephalic
!Adult Cephalic

Trans-rectal
. Trans-vaginal

Trans-urethral
*Trans-esoph. (non-Card.)

Musculo-skeletal
i(Conventional)
'Musculo-skeletal (Superficial)
Intravascular
Other (Specify)

'Cardiac Adult

iCardiac Pediatric
Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

'Other (Specify)

Peripheral vessel

;.. ... .. ... ......................
Other (Specify)

*N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: K08211 9

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD: BDF/PWD; BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New)
Note I0 STIC Color (New) /io///nff,

Division of Reproductive, Abdominal and
Radiological Devices,

Prescription Use Only (Per21 CRF801.109) IC
510(k) Number

B-6



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
ApliorM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PVT-375MV

intended Use: Diagnostic ultrasound imaging or fluid flow analysis oftthe human body as follows:

. ..... Ei~~n~ai'Xppii~;i'i;;- ~ .........~',;d'-f' p;i~ ....... ................................................Clinical Application 'Mode of Operation
Specific B M PWDiCWD Color Combined THI :Dynamic Power CHI 3D Other

(Tracks 3) . Doppler (Specify) Flow : 2D INotel
'9_Phth ? jS .......... .... . . ' : ........................

,Ophthalmic-. -,...

'Fetal N N N N 2 N N N N N .5,7,8.9,10
,Abdominal N N N N 2 N N 'N N N 5.7.. "90.

· Intra-operative (Abdominal)

Intra-operative (Neuro)
iLaparoscopic

'Pediatric N N N N 2 N N N N N 5.7,8.9,10:
ISmall Organ (Specify) (1)

'Neonatal Cephalic

,Adult Cephalic

TFrans-rectal
Trans-vaginal
Trans-urethr-al

jTrans-esoph. (non-Card.)
!Musculo-skeletal
t(Conventional)
!Musculo-skeletal (Superficial)
Intravascular
Other (Specify)

:Cardiac Adult
; iCardiac Pediatric

Intravascular (Cardiac)

:Trans-esoph. (Cardiac)
Intra-cardiac

·Other (Specify)
Peripheral vessel

·:Other (Specify)

N = new indication; P = previously cleared by FDA: E added under this appendix
Previous 5 1 0(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD; BDF/PWD' BDF/MDF' BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF: BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New)
Note I0 STIC Color (New) (Divisi Sign-Off)

Division of Reproductive, Abdominal and
Prescription Use Only (Per 21 CRF801. 109) Radiological Devices

510(k) Number V-'7 Iq95

B-7



Toshiba America Medical Systems. Inc. 5 10(k) Dremarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PET-382BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application :Mode of Operation

Specific B M PWD-CWD Color iCombined THI Dynarnic. Power CHI 3D Other
(Tracks 3) Doppler (Specify) Flow 2D [Notel

Ophthalmic

Fetal P P P P 2 P P P P 5
"Abdominal P P P P 2 P P P P 5
· Intra-operative (Abdominal)

!Intra-operative (Neuro)

1Laparoscopic

.'P-diatiic P P P . P 2 P P P P 5
Smnall Organ (Specify) (I)

Neonatal Cephalic

'Adult Cephalic

Trans-rectal

'Trans-vaginal

;Trans-urethral

iTrans-esoph. (non-Card.)

i;Musculo-skeletal
*(Conventional)
Musculo-skeletal (Superficial)
Intravascular

'*Other (Specify)

.Cardiac Adult
[Cardiac Pediatric

_Intravascular (Cardiac)

;Trans-esoph. (Cardiac)

Intra-cardiac
POther (Specify)
'Peripheral vessel

!Other (Specify)

N = new indication; P = previously cleared by FDA; E added under this appendix
Previous 510(k) of the transducer: K082 119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes I/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New) (Divisi Sign-Off)
Note I10 STIC Color (New) Division of Reproductive, Abdominal and

Radiological Devices/
Prescription Use Only (Per 21 CRF801.109) 510(k) Number 0 Q qE)

B-8



Toshiba America Medical Systems. lqc. 5i0(k) Premarket Notification
AplioT M XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG %'4.0 SSA-790A
Transducer: PVT-382MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

· ' ..... i~~~~~h'i a Xppiigaiio-n ........iM'&e o?0peegr o; .................. : ' ' ~ ~ ~ .. ..... . ....Clinical Application Mode of Operation
Specific B M PWD:CWD' Color Combined! THI 'Dynamic Power iCHI ! 3D Other

(Tracks 3) Doppler (Specify) Flow ' 2D " Notel
*}

: ................................. t .........[ ............k ............: ...................................

'Ophthalmic

Fetal P P P P 2 P P P P P 5,7

:Abdominal P P P P -. 2 P P2 P 5.7

Intra-operative (Abdominal)

Intra-operative (Neuro)

ZLaparoscopic } .

Pediatric P P P P 2 P P P P P 5,7

.Small Organ (Specify) .I

Neonatal Cephalic

:Adult Cephalic

~~~~~Z.. ..... .............

*XTrans rectal...'..... ...... :.......T......

!Trans-vaginal! i :';

Tr~ans-urethrali
'Trans-esoph. (non-Card.) .

:Musculo-skeletal
;(Conventional)
Musculo-skeletal (Superficial)

· Intravascular

;Other (Specify)

,Cardiac Adult
'Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

[Other (Specify)
,Peripheral vessel

Other (Specify)

N new indication: P previously cleared by FDA; : = added under this appendix
Previous 5 10(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF; BDF/MDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New) (Divisio igK-Off)
Note 10 STIC Color (New) Division of Reproductive, Abdominal and
Prescription Use Only (Per 21 CRF80i. 109) Radiological Devices

510(k) Number

B-9



Toshiba America Medical Systems. Inc. S 10(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Apiio XG v4.0 SSA-790A
Transducer: PVT-575MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ~Mode of Operation
............. sp~'m-c ..... "S'" -M '!V'b-i'~'W-i:' i~oi',- ~Comi, ih';'~! Tni''i'0ynam~ i~0w-~! r5'.......-....;'.'."Specific B M PWD!CWD Color Combine&~ TH I jDynamnic' Power 'CHI 3D Other

(Tracks 3) . Doppler (Specify) : Flow 2D INotel

Ophthalmic

. ... .................... ... ...... ...... ........... : ... ....... - _ - - - --...... .. .

iFetal* P:P P : P : 2 P I P P ' P iP :5,7,8 '

'ilntra-operative (Abdominal) ,

ilnltra operative (Neuro)
Laparoscopic .

Pediatric
" '-"'~ ...~~~~~~~~~~~~~~~~~~~~~~~~~~~~ ..... ' ... .......i........;........

.Small Organ (Specify) (1)

Neonatal Cephalic
,--:A - --- --t Cepa-i ..... .. . ' ..... ......... . . ....................Adult Cephalic

'Trans-rectal

'Trans-vaginal

7Trans-urethral
Trans-esoph. (non-Card.)

. Musculo-skeletal
{(Conventional)
Musculo-skeletai (Superficial)

. Intravascular

!Other (Specify)

iCardiac Adult
'Cardiac Pediatric

!Intravascular (Cardiac)

'Trans-esoph. (Cardiac)

;Intra-cardiac
i~i~;Ti'5 i~yi........ .............: ..........................; .................." .......--................

;Other (Specify.
!Peripheral vessel

'Other (Specify)"- .......................... ~ . ........... ... ... : .......... '-'--........ .

N = new indication; P previously cleared by FDA; E added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD; BDF/MDF: BDF/MDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC (Divisio §ign-Of'
Note 9 3D color (New)
Note I0 STIC Color (New) Division of Reproductive, Abdominal and

Radiological Deviceq ,, ,,
Prescription Use Only (Per 21 CRF80O.,095) R Number ce

510(k)Number

B-10



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PVT-674BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application JMode of Operation
Specific B' ;'PWD'CWD Color Combined. THI Dynamic Power CHI 3D' Other

(Tracks 3) 'Doppler (Specify) Flow 2D INotel
!~~~~~~~~~~~~

!Ophthalmic

Fetal :P P P 2 P P p p 5

tAbdominal P P P P 2 P P P P 5

Intra-operative (Abdominal)

!lntra-operative (Neuro)

!Laparoscopic
Pediatric P P P P 2 P P P P 5

~ i ........: .............. i .................................. : ............ ........
ISmall Organ (Specify) (I)
!Neonatal Cephalic

,Adult Cephalic
r ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~~~~~~~~~ ...................... ..... ........

'Trans-rectal

[Trans-vaginal

iTrans-urethral
Trans-esoph. (non-Card.)
;Musculo-skeletal
,(Conventional)

;Musculo-skeletal (Superficial)

Intravascular
'& ';- ;ig 'iy ................. .. ...... ................................. .........' ' ........ .....iOther (Specify)

'Cardiac Adult
Cardiac Pediatric

}Intravascular (Cardiac)

iTrans-esoph. (Cardiac)
d~~ ~ ........ . . ..... i...

Intra-cardiac

jOther (Specify)
[}Peripheral vessel

:Other (Specify) ~~~~~~~~~i... ..... ..... .-... ... .

N = new indication; P previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K0821 i9

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M B/PWD: BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Inaging (New)
Note 8 STIC
Note 9 3D color (New) (Divisio
Note I0 STIC Color (New) Division of Reproductive, Abdominal and

Radiological Devices
Prescription Use Only (Per 21 CRF801.109) 510(k) Number ~ 0 Lf I , q__s

B-11



Toshiba America Medical Systems. inc. 510(k) Premarlset totification
AplioT M XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PVT-661VT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
...... ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ .........------

Specific B M PWD CWD' Color ;Combined THI 'Dynamic; Power CHI 3D ' Other
(Tracks 3) Doppler (Specify) Flow . 2D ' INotel

_,- . ~ ....... ~~~~~~~~~~~~~~~~. .'.. . . .:........: . ......... .:.;Ophthalmic .. --

iFetal

·;Abdominal
11rtra-operative (A~bdominal)

'lntra-operative (Neuro)

Laparoscopic

Pediatric
,. . . . . . . . . . . .?~~. ....... ...... :.........

Small Organ (Specify) (I)

/Neonatal Ceohalic ;

Adult Cephalic

Trans-rectal P P 2 P P P P 4.5

:Trans-vaginal P P P"P P p P 45

'Trans-urethral

ITrans-esoph~. (non-Card.) -

:Musculo-skeletal
(Conventional)
!Musculo-skeletal (Superficial)

Intravascular
iOther (Specify)

'Cardiac Adult .
iCardiac Pediatric
Intravascular (Cardiac)

Trans-esoph. (Cardiac)

intra-cardiac
Other (Specify)

iPeripheral vessel

Other (Specify)

N = new indication: P previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082 119

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD' BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD; BDF/MDF: BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC (Division b~rn-f
Note 9 3D color (New) Division of Reproductive, Abdominal and
Note I0 STIC Color (New) Radiological Devices
Prescription Use Only (Per 21 CRF801.109) 510(k) Number

B-12



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aolio XG v4.0 SSA-790A
Transducer: PVT-681M V

Intended Use: Diagnostic ultrasound imaging or fluid flow, analysis of the human body as follows:

Clinical Application 'Mode of Operation
Specific . B M :PWD'CWD: Color 'Combined THI 'Dynamic' Power CHI 3D Other-

(Tracks 3) Doppler: (Specify) Flow . 2D ' INotel

'Ophthalmic

: Fetal

!Abdominal
;Intra-operative (Abdominal)
iIntra-operative (Neuro)

'Laparoscopic

'Pediatnic

'Small Organ (Specify) (1)
Neonatal Cephalic

,',Adult Cephalic .

Trans-rectal P P P P 2 P . .:- 4.5.-
"Trans-vaginal P P P P 2 P P . P P .P 4 S.7';i~~~~~za~~~ss:~gj2~~~ ~ ~~~.[...... ... p i : P ' ' P ' 2 P";'.......".P~';' ,is7'
Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skeletal
i(Conventional)
Musculo-skeletal (Superficial)
Intravascular'i e c'yi...............................: ........... ................·.......'Other (Specify)

'Cardiac Adult

'Cardiac Pediatric
!Intravascular (Cardiac)
'rans-esoph. (Cardiac)
,intra-cardiac

;Other (Specify) ~~~~~~~~~~~~~~~~~~~~:.-.-... .......
Peripheral vessel

------p,---y ...

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: 1K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD. BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDF: BDF/MDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure .
Note 7 Precision hmaging (New)
Note 8 STIC
Note 9 3D color (New) Division of Reproductive, Abdominal and
Note IO STIC Color (New) Radiological Devic
Prescription Use Only (Per 21 CRF801.109) 510(k) Number -

B-13



ToshibaAmerica Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Apcio XG %'4.0 SSA-790A
Transducer: PVT-745BTV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

Specific B M 'PWD:CWD Color 'Combined' THI IDynamic. Power 'CHI 3D Other
(Tracks 3) Doppler! (Specify) Flow 2D [Notel

Ophthalmic
;Fetal

}Abdominal P P P P 2 P P P
Intra-operative (Abdominal) P P P P 2 P P P 5

:Intra-operative (Neuro)

. Laparoscopic
Pediatric P P P P 2 P P P 5
Small Org~an (Specify) (I) P P P : P 2 P P p' 5

' Neonatal Cephalic

Adult Cephalic
'Trans-rectal 

-

iTrans-vaginal

Trans-urethral

Trans:esoph (non-Card.)
Musculo-skeletal
i(Conventional)
Musculo-skeletal (Superficial)

Ilntravascular
Other (Specify)
iCardiac Adult

Cardiac Pediatric
'lntravascular (Cardiac)
i!Trans-esoph. (Cardiac)f~;;;~i¢''C:/i;ci... ........ ------..

' Intra-cardiac

1Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid_ breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD: 2D/CWD; BDF/CWD
Note 4 TI~l
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC Division of Reproductive, Abdominal and
Note 9 3D color (New)
Note I 0 STIC Color (New) Radiological Devices

510(k) Number
Prescription Use Only (Per 21 CRF8O1.109)

B-14



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PVT-770RT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Specific ' ' M PWDCWD' Color "ombined'iTill!Dynamic' Power .'CHI 3D Other

(Tracks 3) : Doppler, (Specify) Flow 2D INote]

'Ophthalmic

Fetal

~Abdominal ! ' "i ~~~~~~~~~~~~~~~~~..... ... .... ....... .

Intra-operative (Abdominal)

Intra-operative (Neuro)

:Laparoscopic

'Pediatric
r ............................................... ..- ..................~.........

Small Organ (Specify) (1)
[Neonatal Cephalic

iAdult Cephalic
;'Trans-rectal P P P P 2 P P P 5
,Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

; Musculo-skeletal
(Conventional)
iMusculo-skeletal (Superficial)
iintravascular

m . . . . . . .. . . . . . . . . . . . . . . ~ ~ ~ ~ ~ ~ ~~~~~~~~~~~............. . .............. .-----...... .........
!Other (Specify)

!Cardiac Adult

}Cardiac Pediatric
!Intravascular (Cardiac)

· Trans-esoph. (Cardiac)
-- - --- ............. ............... ..... .....
Intra-cardiac

!Other (Specify)

'Peripheral vessel

~Other (Specify)

N = new indication, P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF; BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4TDl
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New) (Division ign /9
Note 8 STIC Division of Reproductive, Abdominal and
Note 9 3D color (New)
Note 10 STIC Color (New) Radiological I

510(k) Number /J
Prescription Use Only (Per 21 CRF801.109)

B'I15



ToshibarAmerica Medical Systems. Inc. 510(k) Premarket Notification
Aplio TM XG (v4.0) SSA-790A Ultrasound Systemn

System: Aplio XG v4.0 SSA-790A
Transducer: PLT-604AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

~~~~~~~~~~~~~. .......c[! _ ? !. !?!... ... ....Clinical Application ;Mode of Operation
Specific B M JPWD!CWDE Color !Combined, THl !Dynamic Power CHI: 3D Other

(Tracks 3) 'Doppler (Specify) Flow 2D INotel

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~. .... .....i .......Ophthalmic

' Abdominal

Intra-operative (Abdominal)

,Intra-operative (Neuro)
Laparoscopic

Pediatric
i........rgan (Specify) . .) P P P P 2 P P P P 5
[Neonatal Cephalic
'Adult Cephalic

;Trans-rectal

1 {Trans-vaginal

! Trans-urethral
Trans-esoph. (non-Card.)

: M usculo-skeleta[Musculo-skeletaP P P P 2 P P P P 5(Conventional)
iMusculo-skeletal (Superficial) I P P ' P P 2 P P P P 5
Intravascular
,Other (Specify)

'Cardiac Adult
ICardiac Pediatric
Ilntravascular (Cardiac)

"Trans-esoph. (Cardiac)
!lntra-cardiac

'Other (Specify)

Peripheral vessel
P P P P 2 P P P P- 5

' Other (Specify)

N new indication; P previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF: BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New) / ~
Note 9O 3DIC Color (New) Division of Reproductive, Abdominal andNote [0 STIC Color (New) Radilgcadeic~

Radiological Device~
Prescription Use Only (Per 21 CRF801.109)

510(k) Number

B'16'



Toshiba America Medical Systems. Inc. 5 i 0(k) Premnarket Notification
AphiolT XG (v4.0) SSA-790A Ultrasound System

System: Apiio XG v'4.0 SSA-790A
Transducer: PLT-704AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

Specific B ?V' IPWD CWD Color (Combined: THI Dynarmic" Power CHI' 3D Other
(Tracks 3) Doppler (Specify) Flow 2D INotel

*~~~~~~~~~~~

~~~'....' ..... ..... ..... ... l ..... ....toplthalmic --

Fetal

Abdominal
jIntra-operative (Abdominal)

iintra-operative (Neuro)

!Laparoscopic

Pediatric

iSmall Organ (Specify) (l) P P P P 2 P P P P 5
'Neonatal Cephalic

iAdult Cephalic

iTrans-rectal
Trans-vaginal

!Trans-urethral
Trans-esoph. (non-Card.)

iMuscu[o-skeletal P P P P 2 P P P P 5-(Conventional)

iMusculo-skeletal (Superficial) P P P P 2 P P P P 5
jlntravascular

,Ot(her(Specify)

·Cardiac Adult

!Cardiac Pediatric
: Ilntravascular (Cardiac)

· Trans-esoph. (Cardiac)

hltra-cardiac
.Other (Specify)

;Peripheral vessel
P P P P 2 P P P P 5

,Other (Specify)

N new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PW: 2D/CW.,,[%DF/. WD
Note 4 TDI
Note 5 ApliPure (Division
Note 6 MicroPure Sign{~ ' -
Note 7 Precision Imaging (New) Division of Reproductive, Abdominal and
Note 8 STIC Radiological Deviceps O
Note 9 3D color (New)
Note IO STIC Color (New) 510()C

Prescription Use Only (Per 21 CRF80t.109)

B-17



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PLT-704SBT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as lollows:

Clinical Application Mode of Operation

Specific B M PWD.iCM1D Color 'Combined: THI :Dynamic i Power CH'I 3 3D Other
(Tracks 3) : Doppler (Specify) Flow 2D [Notel

Ophthalmic

!Fetal

Abdominal
,0pl~~~~~tha~~~~niic . .. . .... ' .... ~~~~~~~~~~~~...........

1Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

iPediatric

I~~~~~~~~~~~; P

;Small Organ (Specify)(i) P P P P 2 P P P P

T

Neonatal Cephalic

'Adult Cephalic

Trans-rectal

Trans-vaginal

iTrans-urethral

Trans-esoph. (non-Card.)

'!Musculo-skeletal2 : P P5
l(Conventional) .

'Musculo-skeletal (Superficial) P P P P 2- 2- P '

hitravascular

~~~~~~~~~~~~~~~~~~~~~~~~.. .... ............

* Other (Specify)_

;Cardiac Adult
Cardiac Pediatric
lIntravascular (Cardiac)

X rans-esophi (Cardiac)
Tintra-cardiac

O0ther (Specify)
Peripher a! vessel

P.P P P . 2 P P P P :

1_ ~~~~~~~~~~~~~ ~ ~~.... ... . ....

Other (Specify)................

N = new indication: P previously cleared by FDA: E added under this appendix
Previous 510(k) of the transducer: K82a119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; Bl/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes BIM; B/PWD: BDF/PWD; BDF/MDF: BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
N 'ote 6MicroPure

Note 7 Precision Imiaging (New) ( iii~
Note 9 3D color (New) Division of Reproductive, Abdominal and
Note IO STIC Color (New) Radiological Devices
Prescription Use Onlx' (Per 2 1. CRF80I.1 09) 51()Nme

B-18



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PLT-705BTH

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

Specific B iM PWD CWD Color 'Combined: THI Dynamic Power CHI 3D ; Other
(Tracks 3) 'Doppler (Specify) Flow 2D . . Note]

Ophthalmic
I -- . - .7.............. .... .....Y
'Fetal

Abdominal P P P 2 P P P P 5
{ Abd..minal; --------- ----------- - -'

Intra-operative (Abdoninal) P P P P 2 P P P P ·

Intra-operative (Neuro)

Laparoscopic

Pediatric P P P P 2 P P P P '

iSmall Organ (Specify) (I) P P P P 2 P P P P 5

Neonatal Cephalic .

'Adult Cephalic- __..- _._ - -------- -- . ..... .. ........ .......
Trans-rectal

Trans-vaginal

ITrans-urethral
Trans-esoph. (non-Card.)

lMusculo-skeletal
(Conventional)
iMusculo-skeletal (Superficial)

Iintravascular
Other (Specify)

Cardiac Adult
:Cardiac Pediatric

;lntravascular (Cardiac)

' Trans-esoph. (Cardiac)

ilntra-cardiac

,Other (Specify)

;Peripheral vessel

:Other (Specify)

N = new indication: P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD; BDF/MDF; BDF/MDF/PWD, 2D/CWD: BDF/CWD
Note 4 TDI
Note 5'ApliPure
Note 6 MicroPure ,,
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New) Division of Reproductive, Abdominal and
Note 10 STIC Color (Newv) Radiological Devices,, ,
Prescription Use Only (Per 21 CRF801.109) 510(k) Number ' I [q- _ ~

B-19



Toshiba America Medical Systems. Inc. 510(k) Prenmarket NotificatiQin
Aplio TM XG (\,4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PLT-705BTF

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of OperationMoeo(p eain.. *..........

Specific B M P-i"DrCWD. Color Combined T .I .'ynam'i'.Power CHI 3D OHI(Dynamic Power Cl-i! 3D Other
(Tracks 3) ~ Doppler (Specify) I Flow 2D INotel

Ophthalmnic

Fetal.
jAbdoninial P P P P 2 P P P P 5.-. p . . ....:..
Ilntra-operative (Abdomninal) P P P P 2 P P P P 5

!'........ eia .... ......

!Intra-operative (Neuro)
~~~~~~~~~~~~~~~~~~~~....... ....

.Laparoscopic

Pediatric P P P P 2 P ' P P5
;Small Organ(Specify)(l) P P P P 2 P' p P 5
Neonatal Cephalic

,'iAdult Cephalic
iTrans-recta.

.. ...
Trans-vaginal

T rrans-urethral

-.Trans-esoph. (non-Card.)
'Musculo -skeletal
!(Conventional)

jIntravascular · ~6i'~;; iS-p~i~;i~ .......................................................: .......................................'Other (Specify)
Cardiac Adult
·Cardiac Pediatric
!Intravascular (Cardiac)
:Trans'-es'oph. (Cardiac).------ --... .. . ....

Intra-cardiac

:Other (Specify) ~~~~~:........ . . - . ........' ........
IPeripheral vessel

'Other (Specify)

N = new indication; P = previously cleared by FDA: E added under this appendix
Previous 5 10(k) of the transducer: K(082119

Note I Small organ includes thyroid: breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD- BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New) Division of Reproductive, Abdominal and
Note I0 STIC Color (New) Radiological Devices
Prescription Use Only (Per 21 CRF801.109) 510(k) Number _ /) I D .

B-20



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
AplioT M XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PLT-805AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the.human body as follows:

Clinical Application :Mode of Operation
Specific B M PW'D'CN¥D. Color Combined THI Dynamic Power ClHI 3D Other

(Tracks 3) Doppler (Specify) Flow ! 2D [Notel

Ophthalmic
,Fetal
'Abdominal

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic
:Pediatric

iSmall Organ (Specify) (1) P P P P 2 P P P P 5.6.7

.Neonatal Cephalic
'Adult Cephalic

!Trans-rectal
Trans-vaginal

'Trans-urethral

Trans-esoph. (non-Card.)

:Musculo-skeletal P u eP ' P P 2 P P P P 5,6,7
'(Conventional)
Musculo-skeletal (Superficial) P P P P 2 P P P P 5.6.7

Intravascular
~ ~ ~~7 / ....... .......... ....... ......................................[Other (Specify)_

!Cardiac Adult
. ............. ..................... ------..
!Cardiac Pediatric

iIntravascular (Cardiac)
Trans-esoph. (Cardiac)

Intra-cardiac
,Other (Specify)

,Peripheral vessel
P P P P 2 P P P P 5.6,7

Other (Specify)
.......... - .................. ........ . . . . . . . . . . ......

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M: B/PWD; BDF/PWD: BDF/MDF' BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF: BDF/ DF/PWD: 2D/CWD: BD -/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New) (Division0 Sign-Off)
Note 8 STIC Division of Reproductive, Abdominal and
Note 9 3D color (New)
Note 10 STIC Color (New) Radiological DeviceV /

Prescription Use Only (Per 21 CRF80I.109) 510(k) Number 9 S
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Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PLT-1202S

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ,Mode of Operation

Specific B M PWD'CWD Color Combinedi THI Dynamic; Power CHI 3D Other
(Tracks 3) Doppler (Specify) Flow 2D INotel

I~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ I~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

iiOphthalmic .
Fetal................... /

:Abdominal

intra-operative (Abdominal) P P P P 2 P P P 4,5
c - ~ ~ ~ ~ ~ ~ ~ ~ ~........................ ........... . ................. .... ........ . .... ..... .........

Intra-operative (Neuro)

:Laparoscopic

Pediatric

:SmallOrgan(Specify)()' P P P P 2 P P P 4,5
"Neonatal Cephaiic

,Adult Cephialic

Trans-rectal

'Trans-vaginal - t , ... , ... .
''Trans-urethral

Trans-esoph. (non-Card.)

.Musculoskeletal . P P P 2 P P P.45
;(Conventional) ~~P P P P 2 P P P i4,5'-(Conven.tiona)

'Musculo-skeletal (Superficial) P P P P 2 P P P 4.5
:intravascular

'Other (Specify)

!Cardiac Adult
;Cardiac Pediatric

Intravascular (Cardiac)

,,Trans-esoph. (Cardiac)

:Intra-cardiac

:Other (Specify)
:Peripheral vessel

P I P P 2 P P P 4.5

·Other (Specify)

N new indication; P previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: K082119

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF BDF/MDF/PWD; 2D/CWD BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC
Note 9 3D color (New) Division of Reproductive, Abdominal and
Note 10 STIC Color (New) Radiological Devices I

Prescription Use Only (Per 21 CRF801.109) 510(k) Number _ '_'__'-) __' _]_____
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Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
Aplio T

M XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PLT- 1204AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the hunman body as follows:

Clinical Application 'Mode of Operation
Specific B M PXVD:CWD,1 Color 'Combined: THI D:ynamic f Power CHI 3D Other

(Tracks 3) Doppler (Specify) Flow 2D [Notel
j~~~~~~~~~~~~~~~

'Ophthalmic
~~~~~~~~~~~~~~~~~~~~~ .......... ....... .... I* Fetal

'Abdominal
'Intra-operative (Abdominal)

. i .....: ............ ; ~ ................... ; ...............!~~~~~~~~~~~~~~~~~........ ..
:Intra-operative (Neuro)

Laparoscopic
Pediatric
Small Organ (Specify) (I) P P P P 2 P P P 4.5.6

{Neonatal Cephalic

'Adult Cephalic

Trans-rectal

,Trans-vaginal,"~ - - ....... ...... ..... .................. .................... ......... .... . . . .... . . . . . . . . . -..............
Trans-urethral

iTrans-esoph. (non-Card.)

Musculo-skeletal''Musculo-skeletal ~ ~P P P P 2 P~ P P .4,5.6.
f(Conventional)
Musculo-skeletal (Superficial) P P P P 2 P P P 4.5.6
'Intravascular ' -'

: !'6ih~T'i'~p74'~'i~ ~ ~ ~ ~ ~ ~~~~~~~~~~. ... ...................... ........ ................ ..............................?.....'Other (Specify)
Cardiac Adult

!Cardiac Pediatric
:Intravascular (Cardiac)

TI'rans-esopl. (Cardiac)

Intra-cardiac[6&;:__ 'p_;ii'_yi 6..........i. . . . . .. :............... ....'.... .....Other (Specify)

Peripberal vessel
P :P P P 2 P P P 4.5.6

'Other (Specify)

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDFO BDF MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApEPure
Note 6 MicroPure
Note 7 Precision tnmaging (New) (Divisiond4ibln-0ff)
Note 8 STIC
Note 9 3DC color (New)Division of Reproductive, Abdominal andNote 9 3D color (New)
Note IO STIC Color (New) Radiological Devices
Prescription Use Only (Per 21 CRF801.109) 510(k) Number L( q'~..
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Toshiba America Medical Systems. Inc. 5 10(k) Premarket Notification
Aplio T

M XG (v4.0) SSA-790A Ultrasound System
System: Aplio XG v4.0 SSA-790A
Transducer: PLT- 1204BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

Specific B M 'PWD'" CWD6 ; Color 'Combined, TI -Dynamic! Power CHI 3D Other
(Tracks 3) Doppler (Specify) Flow 2D !Notel

:Ophthalmic
Fetal

·Abdominal
: Intra-operative (Abdominal)

I1ntra-operative (Neuro)

: Laparoscopic
Pediatric

-:Small Organ (Specify) (I) P P P P 2 . P P P 4,5.6

,Neonatal Cephalic

i Adult Cephalic

Trans-rectal
Trans-vaginal

* Trans-urethral

,Trans-esoph. (non-Card.)
iMuscuto-skeletal·Musculoskeletal ~ ~ ~ RPP P P 2 P P P -4.5.6:

:(Conventional)
':Musculo-skeletal (Superficial) . P P P I P 2 P P P 4,5.6

Intravascular

1Other (Specify)

'Cardiac Adult
iCardiac Pediatric i

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

!lntra-cardiac

'iOther (Specify)

·Peripheral vessel
.P P P 2 P P P 4,5,6

.Other (Specify)

N new indication; P = previously cleared by FDA; E added under this appendix
Previous 510(k) of the transducer: K082 119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD; BDF/MDF; BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC ~ /, '~(Divisiontign-!/0f) )
Note 9 3D color (New)
Note 10 STIC Color (New) Division of Reproductive, Abdominal and
Prescription Use Only (Per 21 CRF801.109) Radiological Devices

510(k) Number ]?-.X()
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioT M XG (v4.0) SSA-790A Ultrasound System

vSystem: Aplio XG v4.0 SSA-790A
Transducer: PLT-1204AX

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human.bodv as follows:

Clinical Application Mode of Operation

Specific B M PWD.CWD, Color Combined. THI 'Dynamic Power CHI 3D Other
* (Tracks 3) Doppler (Specify) Flow 2D [ Note[

Ophthalnic
' Fetal

'{Abdominal
; i~~~n~r~~tp~[?e_(Abd~!¥ina~.................................................. , ........~~~~~~.. . . ......* Intra-operative (Abdominal)

* [ntra -operative (Neuro)

'Laparoscopic
'[Pediatric

S'miall Or-an (Specifv) (i) P P . P 2 P P p 4.-.6

· Neonatal Cephalic

Adult Cephalic
'.Trans-rectal

.Trans-vaginal

Trans-urethral

.Trans-esoph. (non-Card.)

;Musculo-skeletal P1!~~~~ ~ P P P 2 P * P 4,5,6;
(Conventional)__

r~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ .......................................... .
!Musculo-skeletal (Superficial) P P P P 2 P P P 4.5.6

!intravasculai

,Other (Specify)
i Cardiac Adult

-Cardiac Pediatric

'Intravascular (Cardiac)

Trans-esoph. (Cardiac)

lintra-cardiac

'Other (Specify)

: Peripheral vessel
P. P P. P 2 -P P P 4:5,6

-Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New) (

Note 8 STIC ~~~~~~~~(Division Sign-Off)Note 8 STIC
Note 9 3D color (New) Division of Reproductive, Abdominal and
Note I0 STIC Color (New) Radiological Devices
Prescription Use Only (Per 21 CRF801.109) 510(k) Number )CDO I
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Toshiba Atnerica Medical Systems, Inc. 5 1 0(k) Prernarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PLT- I 204BX

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

Specific B M iPWD'CWD. Color Combined' THI Dynamic: Power CHI 3D Other

(Tracks 3) Doppler' (Specify) Flow 2D [Notel

Ophthalmic

Fetal
Abdominal

!intra-operative (Abdominal);-----~~~~~~~~~~~~~~ ~ ~ ~ ~ ~ ~ ~ ~ ..... -- I------- ..........
:Intra-operative (Neuro)

Laparoscopic .
Pediatric

;Small Organ (Specif) (,) P P P P 2 p P P 4.5,6.7

:Neonatal Cephalic

,Adult Cephalic

-ians-rectal
Trans-vaginal

,Trans-urethral

Trans-esoph. (non-Card.)

-Musculo-skeletal.(Convetional)P P ? P 2 P P P : .4,5,6,7
, .(Conventional)

Muscuio-skeletal (Superficial) P P P P 2 P . . P 4,5.6.7

lintravascular

l'Other (Specify)

:Cardiac Adult

C6ari- ac -Pe d'iatric.

'Intravascular (Cardiac)

*Trans-esoph. (Cardiac)

Intra-cardiac

'Other (Specify)

'Peripheral vessel
P P P P 2 P P P 45,67

Other (Specify)

N = new indication: P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K0821 19

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M' B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC //~di, // ¢i6_.f ..

Note 9 3D color (New) Division of Reproductive, Abdominal and
Note 10 STIC Color (New) Radiological Devices

Prescription Use Only (Per 21 CRF80I.109) 510(k) Number o9 I 5
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Toshiba America Medical Systems. Inc. 5 10(k) Premarket Notification
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PLT-1204MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application 'Mode of Operation

Specific ~ B M PWD CWDi Color 'Combined. THI Dynamic Power . CHI .3D Other
(Tracks 3) l Doppler (Specify) · Flow 2D . [Notel

.Ophithal roic
Fetal
Abdominal

Intra-operative (Abdominal)

Intra-operative (Neuro)
Laparoscopic_
i -... ..... ..... .......IPediatric i...

iSmall Organ (Specify) (1) P P P P 2 P P P P 5,7.9

Neonatal Cephalic

:Adult Cephalic

!Trans-rectal

Trans-vaginal .... .. ..- ............... ... . . . : .............
:Trans-urethral

Trans-esoph. (non-Card.)

iMusculo-skeletal P P P P 2 P P P P 5,7,9
i(Conventional)

Musculo-skeletal (Superficial) P P P P 2 P P P P 5.7.9

Intravascular

:Other (Specify)

'Cardiac Adult

Cardiac Pediatric

:.ntravascular (Cardiac)
Trans-esoph. (Cardiac)

tntra-cardiac

'Other (Specify).'.

,Peripheral vessel
P P P P 2 P P P P 5.7.9

Other (Specify)

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Conmbined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDFMDF/PW /2)D/CWD: DF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New) (Division gn-tff)
Note 8 STIC Division of Reproductive, Abdominal and
Note 9 3D color (New)
Note I0 STIC Color (New) Radiological Devices

510(k) Number / C' g I q 1
Prescription Use Only (Per 21 CRF80I.109)
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Toshiba America Medical Systems. Inc. 5100(Q Premarket Notification
AplioT M XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PET-510MB

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Specific B M PWDiCWD Color !Combined;THI Dynamic Power iCHI 3'D Other

(Tracks 3) ~ i ~ iDoppler (Specify) Flow 2D INotel

-Ophthalmic

'Fetal

!Abdominal .
intra-o:perative (Abdominal)

' Intra-operative (Neuro)

Laparoscopic
*Pediatnc

'Small Organ (Specify) (I)
*Neonatal Cephalic
* Adult Cephalic

Trans-rectal
Trans-vaginal

... ... .. iZ!.......~Trans-urethral
Trans-esoph. (non-Card.)

iMusculo-skeletal
!(Conventional)

!Musculo.skeletal (Superficial)

}Intravascular
i~~~~ther (Specify) ~~~ ~ ~~~~~~~~~~~~~...... .. ....... ... .....

'other (Specify)
jCardiac Adult

:Cardiac Pediatric
lntravascular (Cardiac)
'Tians-esoph- (Cardiac P P P .P 3 4

;Intra-cardiac

Other (Specify)
Peripheral vessel

'Other (Specify')

N new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K082119

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF; BDF/M F/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure (
Note 7 Precision Imaging (New) vson
Note 8 STIC
Note 8 STIC color (New)Division of Reproductive, Abdominal andNote 9 3D color (New)Aboia
Note IO STIC Color (New) Radiological Devices
Prescription Use Only (Per 21 CRF8OI.109) 510(k Number 0
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
ApijotM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PC-20M

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as.follows:

Clinical Application Mode of Operation
..... ....... '§'~ic....11... ....Specific B M "PWD"CWD Color Combined; TRII Dynamic Power C'HI: 3D Other
(Tracks 3) Doppler (Specify) Flow 2D [Notel

'Ophthalmic

'Fetal
!Abdominal

Intra-operative (Abdominal)
.~~~~~~~~~~~~~~ ~ ~ ~ ~ ~ ~ ~ ~ ...... .... ..... .... .... .. ........ ...... .. .......

'Intra-operative (Neuro)

'Laparoscopic
Pediatric

Small Organ (Specify) (I) -

,irNeonatal Cephalic

[Adult Cephalic

!Trans-rectal

.Trans-vaginal

Trans-uredtral

'Trans-esoph. (non-Card.)

;Musculo-skeletal .
j(Conventional)

Musculo-skeletal (Superficial)
Intravascular

:Other (Specify)

;Cardiac Adult P
I'Cardiac Pediatric P

!Intravascular (Cardiac)

.Trans-esoph. (Cardiac)

Intra-cardiac
Other (Specify)
Peripheral vessel

':Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 1 0(k) of the transducer: K082119

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD; 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 Aphl'ure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC (Divisio#Sigl-Off)
Note 9 3D color (New)
Note I0 STIC Color (New) Division of Reproductive, Abdominal and

Radiological Devices,_ _
Prescription Use Only (Per'2l CRF801.109) Rdooia Dev

510(k)Number /",i' / " 0 t1
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Toshiba America Medical Systems. Inc. 510(k) Premarket Notitication
AplioTM XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PC-50M

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as fbllows:

Clinical Application Mode of Operation

Specific B iM PWDCWD Color 'Combined: THI 'Dynamice Power CHI 3D Other
(Tracks 3) Doppler (Specify) i Flow 2D [Note I

Ophthalmic

Fetal

* Abdominal:X~a i 5... ..... .. ... . . .
Intra-operative (Abdominal)
intra-operative (Neuro)

Laparoscopic

iPediatric

!Small Organ (Specify) (I)
Neonatal Ceplhalic --- ----------------- ~~~~~~~~~~~ ....... .....:

~~~~........ ..........iAdult Cephalic
_Trans rectal.

;Trans-vaginal

Trans-urethral

iTrans-esoph. (non-Card.)
iMusculo-skeletal
i(Conventional)

'Musculo-skeletal (Superficial)
Intravascular .~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ ...... .. .. ...... .......
;Other (Specify)

·Cardiac Adult P
iCardiac Pediatric P
I1ntravaScular (Cardiac)
;Trans-esoph. (Cardiac)

--- ------- --- ....... ... . . ... .... ......... . -- - ............-
Intra-cardiac ;.-

'Other (Specify)
i Peripheral vessel

P

:Other (Specify)

N = new indication: P = previously cleared by FDA: E = added under this appendix
Previous 5I 0(k) of the transducer: K0821 i 9

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined nmode includes B/M; B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD; 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (New)
Note 8 STIC ign- )
Note 9 3D color (New) Division of Reproductive, Abdominal and
Note 10 STIC Color (New) Radiological Devices

Prescription Use Only (Per 21 CRF801.109) 510(k) Number k1NC)9 Q9 5
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